INEPEYEHD (MHocTpaHHbI NPOU3BOIUTEJIb)

JTOKYMEHTOB B HHPOPMALIUH, TPEJOCTABISIEMBIX 3aKa34uKoM VIcIToTHUTEI IO
1. Perucrpanyionnbie JOKYMEHTHI Ha PETUCTPUPYEMOE H3ACIME OPraHW3alUHU-TIPOU3BOIUTENS B
CTpaHE€ MPOUCXOKIACHHUA u/uim B Apyrux CTpaHax — 2 OK3EMILIApa, HOTApHUAJIbHO 3aBECpCHHAA
amoCTUIIMPOBAHHAS KOMKUS ¢ HOTApHAIBHO 3aBEepEHHBIM mepeBogoM. Registration documents for the registered
product of the manufacturing organization in the country of origin and/or in other countries — 2 copies, notarized
copy of the apostilled copy with a notarized translation.
2. CBHIETENBLCTBO O perucTpaimu OmsHeca (Omsnec ymrensus, CeprudukaT npousBogurens) — 2
DK3EMIUIAPA, HOTAPHAJIIBHO 3aBEPEHHAs! allOCTWIMPOBAHHASA KOIMA C HOTApUAJIbHO 3aBEPEHHBIM IIEPEBOIOM.
Certificate of business registration (business license, manufacturer's certificate) — 2 copies, notarized copy
certified with a notarized translation.
3. WNHocTpanHble  JOKYMEHTH (HAaIlMOHAIBHBIC WA  MEXKIYHApOJHBIC), IOATBEPKIAIOIINE
COOTBETCTBHEC MCOUIIMHCKOTO H3ACIINA TpC6OBaHI/I}IM HallUOHAJIBHBIX HJIM MEXAYHAPOIHBIX PETYIHUPYIOIINX
JIOKyMEHTOB U XapaKTepU3yIIIne YCIOBHsI ero mpoussojacTea. Foreign documents (national or international)
confirming the compliance of the medical device with the requirements of national or international regulatory
documents and characterizing the conditions for its production:
— Ceprudukar coorBetcTBHs TpeboBanusaM Jupektussl 93/42 EEC — 2 sx3eMIursipa, HOTapHaibHO 3aBepeHHast
anOCTH/IMPOBAHHAs KOMMS ¢ HOTApHAIbHO 3aBepeHHBIM mepeBogom. Certificate of compliance with the
requirements of Directive 93/42 EEC — 2 copies, notarized copy certified with a notarized translation;
— CE CepTI/I(bI/IKaT -2 OK3EMILIApa, HOTApUAJIbHO 3aBEpEHHAA alOCTUJIIMPOBAHHAA KOIIUMA C HOTAapHUaJIbHO
3aBepenHbM repeBogoM. CE certificate — 2 copies, notarized copy certified with a notarized translation;
— Jlekmapamusi COOTBETCTBUSI — 2 SK3EMIUISIpa, HOTAPHUAIBHO 3aBEPEHHAS AarOCTIIIMPOBAaHHAS KOMHUS C
HOTapHAIBHO 3aBepeHHbIM mepeBogoM. Declaration of conformity — 2 copies, notarized copy of the apostilled
copy with a notarized translation;
- CepTI/I(i)I/IKaTLI CMK -2 OK3eMILIApa, HOTapUAJIbHO 3aBE€PEHHAA allOCTUWIMPOBAHHAA KOIHA ¢ HOTapHUAJIbHO
3aBepeHHBIM mepeBogoM. QMS certificates — 2 copies, notarized copy certified with a notarized translation;
— CBHIETEIBLCTBO O CBOOOMHOW TpoJake — 2 DK3eMIUIsIpa, HOTAPHUAIBHO 3aBEpPEHHAs allOCTHIIMPOBaHHAsS
KOIUS ¢ HOTapHaIbHO 3aBepeHHBIM nepeBogoM. Certificate of free sale — 2 copies, notarized apostilled copy
with a notarized translation;
— Jlpyrue mokymMeHTHI, BEIIAHHBIE OPTaHOM, KOHTPOIHUPYIOIINM PACIIPOCTPAHEHUE METUITMHCKAX U3AEIUN Ha
PBIHKE (CBI/I):[eTeJ'II)CTBO (6] peI‘I/ICTpaIII/II/I), -2 OK3CEMILIApA, HOTApHUAJIbHO 3aBEPECHHAA allOCTUJIMPOBAHHAA KOIIUA
¢ HOTapHalIbHO 3aBepeHHbIM mepeBomoM. Other documents issued by the authority controlling the distribution
of medical products on the market (certificate of registration) — 2 copies, notarized copy certified with a
notarized translation;
— B ciydae orcyTcTBHS 3THX TOKYyMEHTOB MHBIE WX 3aMEHSIONINE — 2 IK3EMIUTSIpa, HOTAPUAILHO 3aBepeHHAs
arOCTH/IMPOBAHHAs KOIHMs C HOTApHAIbHO 3aBepeHHBIM mepeBoaoM. In the absence of these documents, their
other substitutes are 2 copies, a notarially certified apostilled copy with a notarized translation.
4, Texanueckuii aiin. [Ipu Hagvase pabotr TpeOyercs TepeBOa B 3JIeKTpoHHOM Buze. Ilocre
KOPPEKTUPOBKHU JIOJDKEH OBITh TOJMKMCAH MPOU3BoAnUTENeM. [1omuch ToJKHA ObITh HOTAPHAJILHO 3aBepeHa.
Ecnu noanuceiBathest OyIeT HE HA PYCCKOM, HOTPeOyeTCsl HOTapHaIbHO 3aBEPEHHBIHN MEPEBO. 2 HK3EMILIAPA.
TpeboBaHms K cOCTaBY TEXHUIECKOTO (haiiia ompeneneHsl mpukazoM Munzapasa ot 19 saBaps 2017 . Ne 111.
Technical file. At the beginning of the work, a translation in electronic form is required. After the adjustment it
must be signed by the manufacturer. The signature must be notarized. If you sign not in Russian, you need a
notarized translation. 2 copies. Requirements for the composition of the technical file are determined by the
order of the Ministry of Health as of January 19, 2017 No. 11n.
5. TexHnuecknit macmopT / HHCTPYKIIHSI 110 SKCILUTyaTaluy / MHCTPYKIMU o IpuMeHeHmo. [Tpu Hauane
pabot Tpebyercs TmepeBOA B JJIEKTPOHHOM BHje. [locme KOPPEKTHPOBKH JOHKEH OBITh MOAMUCAH
npousBoauTeseM. [loanuce qomkHa ObITh HOTApUATEHO 3aBepeHa. Ecii moAnuchiBaThes OyIeT HE Ha PYCCKOM,
noTpedyeTcss HOTapHaIbHO 3aBEPEHHBIN MTepeBO. 2 3Kk3eMIuTApa. TpeOoBaHUs K cOCTaBy TEXHUYECKOTo (haiiia
orpezeneHsl mpukazoM Mun3apasa ot 19 suBaps 2017 r. Ne 111. Technical passport / operating instructions /
instructions for use. At the beginning of the work, a translation in electronic form is required. After the
adjustment it must be signed by the manufacturer. The signature must be notarized. If you sign not in Russian,
you need a notarized translation — 2 copies. Requirements for the composition of the technical file are determined
by the order of the Ministry of Health as of January 19, 2017 No. 11H.
6. CBHIETENBCTBO (CepTUPHKAT) O MEXKIYHAPOIHOHN PETUCTPALINU TOBAPHOT'O 3HAKA (TOPTOBOI MapKH)
-2 OK3EMILIApa, HOTapHuaJlbHO 3aBEPEHHAA allOCTUIIMPOBAHHAA KOIIUA C HOTApUAJIbHO 3aBEPECHHBIM IIEPEBOIOM.
Certificate on the international registration of a trademark — 2 copies, notarized certified copy with a notarized
translation.



7. PexiraMHBIN WIITIOCTPAaTHBHBIA MaTepual — 3aBEPEHHBIA II€YaThIO MPOU3BOIUTENISA, M €CIH
JOKYMEHT Ha aHIJIMHCKOM, ¢ 3aBepeHHbIM mepeBomom. Advertising illustrative material — stamped by the
manufacturer, and if the document is in English, with a certified translation.

8. ®dororpadun METUITMHCKOTO MPOIYKTa (pasmep He MeHee 18x24 cM) — poTorpadus MeTUITMHCKOTO
OPOJYKTA JOIDKHA NPEICTABIIATh BHEITHUAN B MPOAYKTA U €ro KOMIOHEHTOB. 2 komiuiekta. Photographs of
the medical product (size not less than 18x24 cm) — a photograph of the medical product must represent the
appearance of the product and its components — 2 sets.

9. I[OBCpCHHOCTL Ha YIIOJIHOMOYEHHOTI'O NpeACTaBUTECIA TPOU3SBOAUTEIIA — 3 HOTapUuaJIbHO
3aBEPEHHBIX KOIHM C aNOCTHIMPOBAHHOTO OPWIMHAIA ¢ HOTAPHAIBHO 3aBEpPEeHHBIM IepeBomom. Power of
attorney for the Authorized representative of the manufacturer — 3 notarized copies of the apostilled original
with a notarized translation.

Jloxymenmul 00a21CHbL NPOUMU NPOYEOYPy OGOPMIEHUS 8 COOMBEMCMEUU C MPEOOBAHUIMU MEHCOYHAPOOHO20
npasa. The documents must pass the registration procedure in accordance with the requirements of international
law:

— Ecau empana npoucxodcoenus 0okymenmog noonucana I aazckyio Kongenyuio om 5 okmsabops 1961 2o0a,
omMeHsIowWYI0 mpebosanue 1e2anu3ayuu UHOCMPAaHHbIX 0QUYUATLHBIX OOKYMEHMO8, MO BblUUeNnePeyUcieHHble
Ookymenmul doncHbl umems anocmuaw. If the country of origin of the documents signed the Hague Convention
as of October 5, 1961, abolishing the requirement of legalization of foreign official documents, the above
documents must have an apostille.

— Ecnu empana npoucxoscoenusi 00Kymenmos we noonucana ykazanuyo Konsenyuro, mo 00KyMeHmbl 00ANCHbL
npotimu npoyedypy Jezanuzayuu 6 poccutickom koucyavemee. If the country of origin of the documents has not
signed the said Convention, then the documents must pass the legalization procedure in the Russian consulate.
— Ecnu cmpana npoucxoxcoenuss 0OKyMeHmos umeem 08yCmopoHHee coznautenue ¢ Poccueii o npasosoii
nomowu, mo 0oxymenmol 3aeepsromest Homapuanwro. |f the country of origin of the documents has a bilateral
agreement with Russia on legal assistance, the documents are notarized.

10. CepuiiHplii HOMep/HOMEp TapTUW/IIOT, NATy MIPOU3BOJCTBA H CPOK TOJHOCTH KaJKIOTO U3 BBOSUMBIX

JUTst peructpanuu snemenToB MU. Serial number / batch / lot number, production date and expiration date of each
imported MI elements for registration.



